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Please address written correspondence c/o: 

SYNECHION, INC. 
PMB 238, 6757 ARAPAHO, SUITE 711, 
DALLAS, TEXAS, 75248 
(972) 931 5596 

March 13,200O 

Dear Sir/Madam 

Docket No. 99D-5 199: FDA Guidance Document on Adhesion Barriers 

I am the founder of the above society whose mission is: 
l To provide information on Adhesion Related Disease (ARD), its treatment and prevention to patients, doctors, and 

other professionals, 
l To support patients suffering from ARD. 
l To promote research in the prevention and treatment of ARD. 
l To promote awareness of ARD, its prevention and treatment. 

Our membership consists of patients, men and women, who are suffering from the effects of adhesions. Our 
membership is mainly based in the North America , but also reaches across the globe. 

Many of our members have had multiple surgeries - between 5 and 20 procedures is not uncommon - for bowel 
obstruction or other problems secondary to adhesions. Many suffer daily from pain or bowel related problems 
secondary to adhesions. Many are disabled because of them and cannot work. Because much ignorance prevails 
concerning adhesions, these patients have difficulty in obtaining health care or proper diagnosis of their 
problem. Many find themselves isolated from their families and communities. Driven to despair, some 
contemplate or attempt suicide. Recently one of our members died, apparently from a complication due to 
adhesions in a prior corrective surgery. 

Although I have written to you under separate cover with specific scientific comments relating to my activities 
as president of Synechion, Inc., this letter is written in my capacity as Founder of the International Adhesions 
Society. Accordingly, these comments are of a more general nature and have been reviewed by our membership. 

1. Endnoints 

1. I D@culty of Obtaining “Clinical Endpoints ” 
We understand that FDA is considering the question of appropriate endpoints to be used in adhesion studies and 
is questioning the need for “clinical endpoints” such as infertility, pain or bowel obstruction. We recognize that: 
a not all adhesions cause pain, and not all pain is caused by adhesions 
l adhesions are one of many possible causes of infertility 
l no study has correlated a reduction in adhesions with a reduction in pain, obstruction or infertility 
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We believe that there is ample evidence to link adhesions to these parameters. However we recognize the many 
practical, scientific and logistic difficulties in conducting adhesion studies where pain, infertility or bowel 
obstruction are endpoints. 

To require such studies would not only delay the approval of agents that might help our members, but would 
discourage manufacturers to such a point that product development in this area would no longer be viable. 

In the interests of the many patients like ours, we urge the FDA to consider that the approval of anti-adhesion 
agents NOT be contingent on the collection of data regarding these endpoints, unless of course manufacturers 
are seeking specific claims that address these endpoints. 

1.2 Adhesions as primary endpoint 
The problems of adhesions can attack anyone who has surgery. It has been estimated that adhesions are the 
single most common complication of surgery, exceeding perhaps infection. And yet because adhesion related 
problems may take years to develop, they are not treated with the same seriousness as infection. 

Furthermore, based on the studies of Ellis (1999) and others, it is now well known that adhesions are a direct 
cause of hospital readmissions which rival in number admissions for common procedures such as cardiac 
bypass, appendectomy and hip replacement. Adhesions are also a financial burden on the private and public 
health system (Ray et al., 1998). 

Most importantly, as is well known to our members, adhesions mean that corrective surgery is often hazardous, 
always time consuming, and sometimes not attempted. We therefore urge FDA to consider that reduction of 
adhesions, in and of itself, is not only a valid scientific endpoint, but also a clinically meaningful one. 

2. Facilitation of Product Develonment 

We appreciate FDA’s important role in granting approval to products based on a thorough demonstration of 
their safety and efficacy. We would certainly not wish to be exposed to any product that has not passed such 
scrutiny. 

However we urge FDA to consider carefully imposing any requirement on companies or scientists that have no 
scientific basis. The same standards of “valid scientific evidence” that FDA uses for product approval must be 
applied to requirements that FDA may impose on companies who seek that approval. 

Our goal here is to encourage the rapid development of effective agents that can treat or prevent adhesion 
formation in a manner that does not compromise patient safety. We remain firm in our belief that that FDA, in 
its position of public trust, will join us in striving for this goal. 

Please do not hesitate to contact us if you have further questions. 

Sincerely 

David M Wiseman, Ph.D., M.R.Pharrn.S. 
Founder, International Adhesions Society 

Please address all correspondence to me at: 
SYNECHION, INC. 
6757 Arapaho Road, Suite 711, PMB 238 
Dallas, TX 75248 
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